
















































https://www.fda.gov/medical-devices/coronavirus-disease-2019-covid-19-emergency-use-authorizations-medical-devices/in-vitro-diagnostics-euas
https://www.fda.gov/medical-devices/coronavirus-disease-2019-covid-19-emergency-use-authorizations-medical-devices/in-vitro-diagnostics-euas


mailto:CDRH-EUA-Reporting@fda.hhs.gov










































lilll l1vol 
I I Rx Only 

cobas® SARS-CoV-2 
KIT 

For USA: Emergency Use Authorization only 

cobas® SARS-CoV-2 ASAP Version 10.3.0 
or higher 

cobas® 6800/8800 System Software 
Version 1.2 or higher 

This product has not been FDA cleared or approved, but has been 
authorized by FDA under an EUA for use by authorized laboratories. 

This product has been authorized only for the detection of nucleic acid 
from SARS-CoV-2, not for any other viruses or pathogens. 

The emergency use of this product is only authorized for the duration of 
the declaration that circumstances exist justifying the authorization of 
emergency use of in vitro diagnostics for detection and/or diagnosis of 
COVID-19 under Section 564(b)(1) of the Federal Food, Drug, and 
Cosmetic Act, 21 U.S.C. § 360bbb-3(b)(1), unless the declaration is 
terminated or authorization is revoked sooner. 

USA: 
website: http://e-labdoc.roche.com 
Product No.: 09343733190 
09179917001-08  Doc Rev. 8.0 

Please contact your local Roche representative at 1-800-526-1247 if you require a 
printed copy free of charge or need technical support to access the package insert.   

Non-USA:  
website: http://e-labdoc.roche.com 
Method Sheet Catalog No.: 09343733190  Doc Rev. 4.0 

CANADA:  
website: http://e-labdoc.roche.com 
Method Sheet Catalog No.: 09343733190  Doc Rev. 2.0 

Please contact your local Roche representative if you require a 
printed copy free of charge or need technical support to access 
the package insert./ Bei Ihrer zuständigen Roche-Vertretung erhalten 
Sie einen kostenfreien Ausdruck oder technische Unterstützung für 
den Zugriff auf die Packungsbeilage./ Veuillez contacter votre 
représentant Roche local pour obtenir un exemplaire papier gratuit ou 
une assistance technique pour accéder à la notice./ Contattare il 
rappresentante Roche locale per ottenere gratuitamente una copia 
stampata o richiedere istruzioni per reperire il foglio illustrativo./ 
Póngase en contacto con su representante local de Roche si necesita 
una copia impresa gratuita o ayuda del servicio técnico para acceder al 
boletín técnico./ Se desejar uma cópia impressa gratuita ou necessitar 
de assistência técnica para aceder ao folheto informativo, entre em 
contacto com o representante local da Roche./ Kontakt den lokale 
Roche-repræsentant, hvis du ønsker en gratis skriftlig kopi eller har 
brug for teknisk support for at få adgang til indlægssedlen./ Kontakta 
din Roche-representant om du vill ha en pappersversion kostnadsfritt 
eller om du behöver teknisk support för att komma åt bipacksedeln. 

Roche Molecular Systems, Inc. 
1080 US Highway 202 South 
Branchburg, NJ 08876  USA 09343806001-06 
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